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fetus were carried to term. The certifi-
cation must contain the name and ad-
dress of the patient.

§§441.204-441.205 [Reserved]

§441.206 Documentation needed by
the Medicaid agency.

FFP is not available in any expendi-
tures for abortions or other medical
procedures otherwise provided for
under §441.203 if the Medicaid agency
has paid without first having received
the certifications and documentation
specified in that section.

[62 FR 47935, Dec. 17, 1987]

§441.207 Drugs and devices and termi-
nation of ectopic pregnancies.

FFP is available in expenditures for
drugs or devices to prevent implanta-
tion of the fertilized ovum and for med-
ical procedures necessary for the ter-
mination of an ectopic pregnancy.

§441.208 Recordkeeping requirements.

Medicaid agencies must maintain
copies of the certifications and docu-
mentation specified in §441.203 for 3
years under the recordkeeping require-
ments at 45 CFR 75.361.

[62 FR 47935, Dec. 17, 1987, as amended at 81
FR 3011, Jan. 20, 2016]

Subpart F—Sterilizations

SOURCE: 43 FR 52171, Nov. 8, 1978, unless
otherwise noted.

§441.250 Applicability.

This subpart applies to sterilizations
and hysterectomies reimbursed under
Medicaid.

§441.251 Definitions.

As used in this subpart:

Hysterectomy means a medical proce-
dure or operation for the purpose of re-
moving the uterus.

Institutionaliced individual means an
individual who is (a) involuntarily con-
fined or detained, under a civil or
criminal statute, in a correctional or
rehabilitative facility, including a
mental hospital or other facility for
the care and treatment of mental ill-
ness; or (b) confined, under a voluntary
commitment, in a mental hospital or

§441.254

other facility for the care and treat-
ment of mental illness.

Mentally incompetent individual means
an individual who has been declared
mentally incompetent by a Federal,
State, or local court of competent ju-
risdiction for any purpose, unless the
individual has been declared competent
for purposes which include the ability
to consent to sterilization.

Sterilizcation means any medical pro-
cedure, treatment, or operation for the
purpose of rendering an individual per-
manently incapable of reproducing.

§441.252 State plan requirements.

A State plan must provide that the
Medicaid agency will make payment
under the plan for sterilization proce-
dures and hysterectomies only if all
the requirements of this subpart were
met.

§441.253 Sterilization of a mentally
competent individual aged 21 or
older.

FFP is available in expenditures for
the sterilization of an individual only
if—

(a) The individual is at least 21 years
old at the time consent is obtained;

(b) The individual is not a mentally
incompetent individual;

(¢) The individual has voluntarily
given informed consent in accordance
with all the requirements precribed in
§§441.257 and 441.258; and

(d) At least 30 days, but not more
than 180 days, have passed between the
date of informed consent and the date
of the sterilization, except in the case
of premature delivery or emergency ab-
dominal surgery. An individual may
consent to be sterilized at the time of
a premature delivery or emergency ab-
dominal surgery, if at least 72 hours
have passed since he or she gave in-
formed consent for the sterilization. In
the case of premature delivery, the in-
formed consent must have been given
at least 30 days before the expected
date of delivery.

§441.254 Mentally incompetent or in-
stitutionalized individuals.

FFP is not available for the steriliza-
tion of a mentally incompetent or in-
stitutionalized individual.
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§441.255

§441.255 Sterilization by
hysterectomy.

(a) FFP is not available in expendi-
tures for a hysterectomy if—

(1) It was performed solely for the
purpose of rendering an individual per-
manently incapable of reproducing; or

(2) If there was more than one pur-
pose to the procedure, it would not
have been performed but for the pur-
pose of rendering the individual perma-
nently incapable of reproducing.

(b) FFP is available in expenditures
for a hysterectomy not covered by
paragraph (a) of this section only under
the conditions specified in paragraph
(c), (d), or (e) of this section.

(c) FFP is available if—

(1) The person who secured authoriza-
tion to perform the hysterectomy has
informed the individual and her rep-
resentative, if any, orally and in writ-
ing, that the hysterectomy will make
the individual permanently incapable
of reproducing; and

(2) The individual or her representa-
tive, if any, has signed a written ac-
knowledgment of receipt of that infor-
mation.

(d) Effective on March 8, 1979 or any
date thereafter through the date of
publication of these regulations at the
option of the State, FFP is available
if—

(1) The individual—

(i) Was already sterile before the
hysterectomy; or

(ii) Requires a hysterectomy because
of a life-threatening emergency situa-
tion in which the physician determines
that prior acknowledgment is not pos-
sible; and

(2) The physician who performs the
hysterectomy—

(i) Certifies in writing that the indi-
vidual was already sterile at the time
of the hysterectomy, and states the
cause of the sterility; or

(ii) Certifies in writing that the
hysterectomy was performed under a
life-threatening emergency situation
in which he or she determined prior ac-
knowledgment was not possible. He or
she must also include a description of
the nature of the emergency.

(e) Effective March 8, 1979, or any
date thereafter through the date of
publication of these regulations at the
option of the State, FFP is available
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for hysterectomies performed during a
period of an individual’s retroactive
Medicaid eligibility if the physician
who performed the hysterectomy cer-
tifies in writing that—

(1) The individual was informed be-
fore the operation that the
hysterectomy would make her perma-
nently incapable of reproducing; or

(2) One of the conditions in paragraph
(d)(1) of this section was met. The phy-
sician must supply the information
specified in paragraph (d)(2) of this sec-
tion.

[47 FR 33702, Aug. 4, 1982]

§441.256 Additional condition for Fed-
eral financial participation (FFP).

(a) FFP is not available in expendi-
tures for any sterilization or
hysterectomy unless the Medicaid
agency, before making payment, ob-
tained documentation showing that the
requirements of this subpart were met.
This documentation must include a
consent from, an acknowledgement of
receipt of hysterectomy information or
a  physician’s certification under
§441.255(d)(2), as applicable.

(b) With regard to the requirements
of §441.255(d) for hysterectomies per-
formed from March 8, 1979 through No-
vember 2, 1982, FFP is available in ex-
penditures for those services if the doc-
umentation showing that the require-
ments of that paragraph were met is
obtained by the Medicaid agency before
submitting a claim for FFP for that
procedure.

[47 FR 33702, Aug. 4, 1982]

§441.257 Informed consent.

(a) Informing the individual. For pur-
poses of this subpart, an individual has
given informed consent only if—

(1) The person who obtained consent
for the sterilization procedure offered
to answer any questions the individual
to be sterilized may have concerning
the procedure, provided a copy of the
consent form and provided orally all of
the following information or advice to
the individual to be sterilized:

(i) Advice that the individual is free
to withhold or withdraw consent to the
procedure at any time before the steri-
lization without affecting the right to
future care or treatment and without
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loss or withdrawal of any federally
funded program benefits to which the
individual might be otherwise entitled.

(ii) A description of available alter-
native methods of family planning and
birth control.

(iii) Advice that the sterilization pro-
cedure is considered to be irreversible.

(iv) A thorough explanation of the
specific sterilization procedure to be
performed.

(v) A full description of the discom-
forts and risks that may accompany or
follow the performing of the procedure,
including an explanation of the type
and possible effects of any anesthetic
to be used.

(vi) A full description of the benefits
or advantages that may be expected as
a result of the sterilization.

(vii) Advice that the sterilization
will not be performed for at least 30
days, except under the circumstances
specified in §441.253(c).

(2) Suitable arrangements were made
to insure that the information speci-
fied in paragraph (a)(1) of this section
was effectively communicated to any
individual who is blind, deaf, or other-
wise handicapped;

(3) An interpreter was provided if the
individual to be sterilized did not un-
derstand the language used on the con-
sent form or the language used by the
person obtaining consent;

(4) The individual to be sterilized was
permitted to have a witness of his or
her choice present when consent was
obtained;

(5) The consent form requirements of
§441.258 were met; and

(6) Any additional requirement of
State or local law for obtaining con-
sent, except a requirement for spousal
consent, was followed.

(b) When informed consent may not be
obtained. Informed consent may not be
obtained while the individual to be
sterilized is—

(1) In labor or childbirth;

(2) Seeking to obtain or obtaining an
abortion; or

(3) Under the influence of alcohol or
other substances that affect the indi-
vidual’s state of awareness.

§441.258

(a) Content of consent form. The con-
sent form must be a copy of the form

Consent form requirements.

§441.258

appended to this subpart or another
form approved by the Secretary.

(b) Required signatures. The consent
form must be signed and dated by—

(1) The individual to be sterilized;

(2) The interpreter, if one was pro-
vided;

(3) The person who obtained the con-
sent; and

(4) The physician who performed the
sterilization procedure.

(c) Required certifications. (1) The per-
son securing the consent must certify,
by signing the consent form, that

(i) Before the individual to be steri-
lized signed the consent form, he or she
advised the individual to be sterilized
that no Federal benefits may be with-
drawn because of the decision not to be
sterilized;

(ii) He or she explained orally the re-
quirements for informed consent as set
forth on the consent form; and

(iii) To the best of his or her knowl-
edge and belief, the individual to be
sterilized appeared mentally com-
petent and knowingly and voluntarily
consented to be sterilized.

(2) The physician performing the
sterilization must certify, by signing
the consent form, that:

(i) Shortly before the performance of
sterilization, he or she advised the in-
dividual to be sterilized that no Fed-
eral benefits may be withdrawn be-
cause of the decision not to be steri-
lized;

(ii) He or she explained orally the re-
quirements for informed consent as set
forth on the consent form; and

(iii) To the best of his or her knowl-
edge and belief, the individual appeared
mentally competent and knowingly
and voluntarily consented to be steri-
lized.

Except in the case of premature deliv-
ery or emergency abdominal surgery,
the physician must further certify that
at least 30 days have passed between
the date of the individual’s signature
on the consent form and the date upon
which the sterilization was performed.

(3) In the case of premature delivery
or emergency abdominal surgery per-
formed within 30 days of consent, the
physician must certify that the steri-
lization was performed less than 30
days, but not less than 72 hours after
informed consent was obtained because
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§441.259

of premature delivery or emergency ab-
dominal surgery and—

(i) In the case of premature delivery,
must state the expected date of deliv-
ery; or

(ii) In the case of abdominal surgery,
must describe the emergency.

(4) If an interpreter is provided, the
interpreter must certify that he or she
translated the information and advice
presented orally and read the consent
form and explained its contents to the
individual to be sterilized and that, to
the best of the interpreter’s knowledge
and belief, the individual understood
what the interpreter told him or her.

§441.259 Review of regulations.

The Secretary will request public
comment on the operation of this sub-
part not later than 3 years after its ef-
fective date.

APPENDIX TO SUBPART F OF PART 441—
REQUIRED CONSENT FORM

NOTICE: Your decision at any time not to
be sterilized will not result in the with-
drawal or withholding of any benefits pro-
vided by programs or projects receiving Fed-
eral funds.

CONSENT TO STERILIZATION

I have asked for and received information
about sterilization from (doctor or clinic).
When I first asked for the information, I was
told that the decision to be sterilized is com-
pletely up to me. I was told that I could de-
cide not to be sterilized. If I decide not to be
sterilized, my decision will not affect my
right to future care or treatment. I will not
lose any help or benefits from programs re-
ceiving Federal funds, such as A.F.D.C. or
Medicaid that I am now getting or for which
I may become eligible.

I understand that the sterilization must be
considered permanent and not reversible. I
have decided that I do not want to become
pregnant, bear children or father children.

I was told about those temporary methods
of birth control that are available and could
be provided to me which will allow me to
bear or father a child in the future. I have re-
jected these alternatives and chosen to be
sterilized.

I understand that I will be sterilized by an
operation known as a . The dis-
comforts, risks and benefits associated with
the operation have been explained to me. All
my questions have been answered to my sat-
isfaction.

I understand that the operation will not be
done until at least 30 days after I sign this
form. I understand that I can change my
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mind at any time and that my decision at
any time not to be sterilized will not result
in the withholding of any benefits or medical
services provided by Federally funded pro-
grams.

I am at least 21 years of age and was born
on (Day) (Month) (Year).

I, , hereby consent of my own
free will to be sterilized by by a
method called . My consent ex-
pires 180 days from the date of my signature
below.

I also consent to the release of this form
and other medical records about the oper-
ation to:

Representatives of the Department of
Health and Human Services or

Employees of programs or projects funded
by that Department but only for deter-
mining if Federal laws were observed.

I have received a copy of this form. (Signa-
ture) (Date) (Month) (Day) (Year).

You are requested to supply the following
information, but it is not required: (Race and
ethnicity designation (please check)) Black
(not of Hispanic origin); Hispanic; Asian or
Pacific Islander; American Indian or Alas-
kan native; or White (not of Hispanic origin).

INTERPRETER’S STATEMENT

If an interpreter is provided to assist the
individual to be sterilized:

I have translated the information and ad-
vice presented orally to the individual to be
sterilized by the person obtaining this con-
sent. I have also read him/her the consent
form in - ) language and
explained its contents to him/her. To the
best of my knowledge and belief he/she un-
derstood this explanation. (Interpreter)
(Date).

STATEMENT OF PERSON OBTAINING CONSENT

Before (name of individual) signed the con-
sent form, I explained to him/her the nature
of the sterilization operation ) s
the fact that it is intended to be a final and
irreversible procedure and the discomforts,
risks and benefits associated with it.

I counseled the individual to be sterilized
that alternative methods of birth control are
available which are temporary. I explained
that sterilization is different because it is
permanent.

I informed the individual to be sterilized
that his/her consent can be withdrawn at any
time and that he/she will not lose any health
services or any benefits provided by Federal
funds.

To the best of my knowledge and belief the
individual to be sterilized is at least 21 years
old and appears mentally competent. He/She
knowingly and voluntarily requested to be
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sterilized and appears to understand the na-
ture and consequence of the procedure. (Sig-
nature of person obtaining consent) (Date)
(Facility) (Address).

PHYSICIAN’S STATEMENT

Shortly before I performed a sterilization
operation upon (Name of individual to be
sterilized) on (Date of sterilization) (oper-
ation), I explained to him/her the nature of
the sterilization operation (specify type of
operation), the fact that it is intended to be
a final and irreversible procedure and the
discomforts, risks and benefits associated
with it.

I counseled the individual to be sterilized
that alternative methods of birth control are
available which are temporary. I explained
that sterilization is different because it is
permanent.

I informed the individual to be sterilized
that his/her consent can be withdrawn at any
time and that he/she will not lose any health
services or benefits provided by Federal
funds.

To the best of my knowledge and belief the
individual to be sterilized is at least 21 years
old and appears mentally competent. He/She
knowingly and voluntarily requested to be
sterilized and appeared to understand the na-
ture and consequences of the procedure.

(Instructions for use of alternative final para-
graphs: Use the first paragraph below except
in the case of premature delivery or emer-
gency abdominal surgery where the steriliza-
tion is performed less than 30 days after the
date of the individual’s signature on the con-
sent form. In those cases, the second para-
graph below must be used. Cross out the
paragraph which is not used.)

(1) At least 30 days have passed between
the date of the individual’s signature on this
consent form and the date the sterilization
was performed.

(2) This sterilization was performed less
than 30 days but more than 72 hours after the
date of the individual’s signature on this
consent form because of the following cir-
cumstances (check applicable box and fill in
information requested): Premature delivery.

Individual’s expected date of delivery:

0 Emergency abdominal
scribe circumstances):
cian) (Date).

surgery: (de-
(Physi-

Subpart G—Home and Commu-
nity-Based Services: Waiver
Requirements

SOURCE: 46 FR 48541, Oct. 1, 1981, unless
otherwise noted.

§441.301

§441.300 Basis and purpose.

Section 1915(c) of the Act permits
States to offer, under a waiver of statu-
tory requirements, an array of home
and community-based services that an
individual needs to avoid institutional-
ization. Those services are defined in
§440.180 of this subchapter. This sub-
part describes what the Medicaid agen-
cy must do to obtain a waiver.

§441.301 Contents of request for a
waiver.

(a) A request for a waiver under this
section must consist of the following:

(1) The assurances required by
§441.302 and the supporting documenta-
tion required by §441.303.

(2) When applicable, requests for
waivers of the requirements of section
1902(a)(1), section 1902(a)(10)(B), or sec-
tion 1902(a)(10)(C)(i)(III) of the Act,
which concern respectively, statewide
application of Medicaid, comparability
of services, and income and resource
rules applicable to medically needy in-
dividuals living in the community.

(3) A statement explaining whether
the agency will refuse to offer home or
community-based services to any bene-
ficiary if the agency can reasonably ex-
pect that the cost of the services would
exceed the cost of an equivalent level
of care provided in—

(i) A hospital (as defined in §440.10 of
this chapter);

(ii) A NF (as defined in section 1919(a)
of the Act); or

(iii) An ICF/IID (as defined in §440.150
of this chapter), if applicable.

(b) If the agency furnishes home and
community-based services, as defined
in §440.180 of this subchapter, under a
waiver granted under this subpart, the
waiver request must—

(1) Provide that the services are fur-
nished—

(i) Under a written person-centered
service plan (also called plan of care)
that is based on a person-centered ap-
proach and is subject to approval by
the Medicaid agency.

(ii) Only to beneficiaries who are not
inpatients of a hospital, NF, or ICF/
IID; and

(iii) Only to beneficiaries who the
agency determines would, in the ab-
sence of these services, require the
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